13. Summary of Assessment or Statement of Reasons

13.1 | The risk assessment of this product relies on the registration of the reference
product, CRYSTAL WATERS SPA SANITISER, product number 66624. The
proposed formulation is closely similar to the reference product and the pack sizes
& packaging material are considered acceptable, therefore satisfaction of section 5A
safety criteria, 5B efficacy criteria, 5C trade criteria and 5D labelling criteria can be
drawn from the fact the nominated reference product is registered.

The active constituent 60016 — POLIHEXANIDE contained in this product is
approved.

As per section 5A(1) of the Agvet Code, this chemical product when used in
accordance with the label instructions to be approved, would not, or would not be,
an undue hazard to the safety of people exposed to it during its handling or people
using anything containing its residues; is not, or would not be, likely to have an
effect that is harmful to human beings and is not, or would not be, likely to have an
unintended effect that is harmful to animals, plants or things or to the environment.
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